
5 10(K) SUMMARY MAY -62 010

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMVDA 1990 and 21 CFR §807.92(c).

The assigned 5 10O(k) number is:. K IQO06>Q.

1. Submitter:

Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan, Shenzhen,
518057, P. R. China

Tel: +86 755 2658 2551
Fax: +86 755 2658 2680

Contact Person:
Zhai Pei
Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Date Prepared: Feb 4,2010

2. Device Name: M7/M7T Diagnostic Ultrasound System

Classification
Regulatory Class: 1I
Review Category: Tier II
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

3. Marketed Device:

The subject device is substantially equivalent in its technologies and functionality to the
following devices: Mindray DC-7(K092691I), Mindray M5(K083001),GE Logiq e(K072797).

4. Device Description:
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M7/M7T Diagnostic Ultrasound System is a general purpose, portable/mobile, software
controlled, ultrasound diagnostic system. Its fundtion is to acquire and display ultrasound
images in B-Mode, M-Mode, PW-Mode, CW mode, Color-Mode, Color M-Mode,
Power/Dirpower Mode, TDI mode or the combined mode (i.e. B/M-Mode).This system is
a Track 3 device that employs an array of probes that include linear array, convex array
and phased array with a frequency range of approximately 2.5 MHz to 1 0.0 MHz.

5. Intended Use:

The M7/M7T Diagnostic Ultrasound System is applicable for adults, pregnant women,
pediatric patients and neonates. It is intended for use in gynecology, obstetric, abdominal,
pediatric, small parts (breast, testes, thyroid, etc.), neonatal cephalic, transcranial, cardiac,
transvaginal, transrectal, peripheral vascular, urology, orthopedic, and musculoskeletal
(conventional and superficial) exams.

6. Safety Considerations:

The M7/M7T Diagnostic Ultrasound System has been tested as Track 3 Device per the
FDA Guidance document "Information for Manufacturers Seeking Marketing Clearance
of Diagnostic Ultrasound Systems and Transducers" issued in September 2008. The
acoustic, output is measured and calculated per NEMA UD 2 Acoustic Output
Measurement Standard for Diagnostic Ultrasound Equipment: 2004 and NEMA UD 3
*Output Display Standard: 2004. The device conforms to applicable medical device safety
standards, such as JEC 60601-1, IEC 60601-1-1, LEC 60601-1-2, lEG 60601-2-37 ,IEC
60601-1-4 and ISO 10993 -1.

Conclusion:

The conclusions drawn from testing of the M7/M7T Diagnostic Ultrasound System
demonstrate that the device is as safe and effective as the legally marketed predicate
devices.

[B-2
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~~~DEPARTMENTOFHEA ELTH &HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room -\W066-G609
Silver Spring, NH) 20993-0002

Shenzhen NMindray Bio-Medical Electroinics Co., Ltd.
% Mr. Robert Mosenikis
President
CITECH MAY - 52010
5200 Butler Pike
Plymouth Meeting, PA 19462-1298

Re: K100830
Trade/Device Name: M7/M7T Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and ITX
Dated: April 21, 2010
Received: April 22, 2010

Dear Mr. Mosenkis:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the M7/M7T Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

C5-2s P4-2s
V IO-4s, V1O -4Bs P7-3s

7L4s. L14-6s 4CD4s



Page 2 - Mr. Mosenkis

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. Jn addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CER 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
go to http://www.fda. gov/AboutFDA/CentersOffices/CDRH-/CDRHOffices/ucm 115809.htnm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2I CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH-' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Ewa Czerska at
(301) 796-6541.

Sincerely yours,

/7z
Donald St. Pierre
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known):

Device Name: M7/M7T Diagnostic Ultrasound System

Indications For Use:

The M7/M7T Diagnostic Ultrasound System is applicable~for adults, pregnant women,
pediatric patients and neonates. It is intended for use in gynecology, obstetric,
abdominal~pediatric, small parts (breast, testes, thyroid, etc.), neonatal cephalic,
transcranial, cardiac,transvaginal, transrectal, peripheral vascular, urology, orthopedic,
and musculoskeletal(conventional and superficial) exams.

Presc ription Use __x__ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 GFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OlVD)

Page l of_1
(Dvsion 5'nOfl j

Division of Radioogica ee
Office of in Vitro Diagnostic Deie Evaluation and safety
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M indray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M17/M7T Diagnosti Ultrasound System

Trasduce,: N/A

Intended Use: Dhi g,~ttotct Itasounid imaging or fluid flow analysis ofcte i ni body as fi w

Clinical Applicaion~ Mode of0peraion

Genera Specifi B M1 PWD CW Color Amplitud Cobmbnd Other(peiy
(Trac.k I Only) (Trac.k I &32) Doppler Dopple (speciy) _________

Ophthalmic Ophithalmic

Festa N N N N N N Note 1,23,4,6,7

Abdominal N N N N N N N Note ,2,3,4,5,6.7

Laparocopic

Pediatric N N N N N N N Note 1l.23,4,5,6,7

Somall rgnpcy' N, IN, N, N N N Note 1,2,4,6,7

Fetal Neottatal Ceplsaie N N N N N N N Note 1,2,4,5,6,7

linagitig Adult Cepliali N N N N N N N Note 1,2,5.6,7

& Gise [ans-eca N N N N N N Note 1,2,4,6,,7

Trans-vaptual ~N N N N N N Note 1, 2,4,6,7

Trnos-urethral

lrtseoh(non-Card.)

Muncuto-akelesal N N N N N N N Note l,2,4,S.6.7

Superficial ~~N N N N N N Note 1,2,4,6,7

Cardiac Aduli N N N N N N N Note 1.2,5,6,7

Cardiac Pediatric N N N N N N N Note 1,2.5,6.7

Caediac Itaacla Cric

Trans-c soph .( Card c)

lint r-C ardiac

Peripheral Periplseta Vascular N N N N N N Noie 1 2, 4,6,7

Vascula Other~ (speCify)-

Nnew~ itidiesio; P~previousy cleard by FDA: Ea.addduMie Appendix E

Additional consnents:Cormsbinednodes: B.M. PW+B, Color I B, Power + B, PW +Color-S B, Power + PW +-B.

'Ititatpert nwcludes abdoina .thrai, an vscla ec

-S.Ina orabesttyroid. tett., etc.

Note I:~ Tissue Hlanoni Itngiag. The feature does not tat conlal gtna

Note2: StoarijD

Note3:4D(Real-fiine 3)

Note4: iScape

NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

Prescription USE (P'er 21 CFR 801.109)

~~~~s (ivsin Sign-Of g
Divsion of Radiological Dev194is

Office of In Vitro Diagnostic Device Evaluation and Safety

510KJA e ?c1



Mindrayv Co. Ltd. - M7/M7T Diagnostic Ultrasound System

Diagttostic Ultrasound Indications for Use Form

System: M7/M7T Ditagnstic Ultrasound Syslean

Transducer. Ci-2s

Intended Use: Diagnostic ultrasound imanging or fluid flo analysis of the hnuman body as follos:

Clinical Application Mode of-Operalion

General Specific 2 M~~~~~J -- CWD CColo Atmplitude Coabined Other (stiecify)

(Tak IOntly) (Track I & 3) Doppler Doppler (specify)

Opit hal inc Opnittlal nic I____________

Fetal N N N N N N Note 1, 2, 4,6,7

Abdountnsi N N N N N N Note I, 2,4,6,7

tittrspe ative (specify)'

latttrspersttvc (Nturo)

'aiparoscopic

Pedciatric N N N N N N N ote 1, 2, 4,627

Small orgatmnspec~ify)
5
*

Ftl Neottatal Cepitlic
Ittitiimg - ________

&Otiter Aduilt Ceplhimlic
Trans-rectal

T ran s-yajumtsal

Trtats-urethral

Tarans-csa p ft(ru.onC ard)

Muscuto-skeletat Conventional

Mtmscttl-ske~ltaf Superficiafl

Iantraascular

Cardiac Adult _________

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac) _____ ____

finta-Cardiac

Peripheaml Peripher~al Vascttlar N N N N N N Nt ,,,,

Vascular Other (specify) _____ _________

Nnew~ indication; Pjpreitmusly cleared by FDA; E-added under Appendix E

Additional comnmnents:Corobindanodes: B4-M, PWA-B. Color * B, Power I B, PW +Color+ B, Power + PW +2.~

tntraoperasive includes abdoamina, thoracic, and vascular etc.

*-Smstt organ-breast, thyroid, testes, etc.

Note I: Tissue Hannonic Ineaging. The featttre does not use contrast agettts.

Note 2: Smnar13D

Note 3:4D)(Real-fitne 3D))

Note 4: iScape

Note5: TDI

Note6: Color M

Note7: Biopsy Guidance

Prescription USE (Per 21 CFR 801.~1 09)

Divwan ofRadiological e6
Vfe fIntdo Degnostc DeviceEsJt andl Safety

510K K2 -v



Mindrav Co. Ltd. - M7/M7T Diagnostic [1) trasourid Sys tem

IDiagn ostic Ultrasound Indlicationis for Use Form

Systm: M7/M7T Diagnostic Ultrasoun System

T, iassducer V1l0,4s

Intendd Ujs: Diagnosti ulraoud inig a'flid fl.~ow aaysis olie human body as fllovs

Clinicl Applictin Mdod of0peration

Genera.l Specifc B M PWD CIAD Color Amplitude C.~fombind th',6
(Trac.k I (Trac~k I & 3) Dopplet Doppler (specify) Ote(pci)

Oplithhiatni Ophthalmic

Feta N. N N N N N Note I, 2 4,6,7

ltssropcrativ (specify)'

Intranporswve(Nesato)

Laparoscopie

Pediassic

S..all organ(specify)-
Fetl etitl Cephtisti

& Otter Adult Cephalic

Tran-recal N N N N N, N Nwot I 2, 4,6,7

Trnnt-vagtmsat ~~N N N N N N Note1 I, ~4,6

Murculo-akeletl Conventional

Musclo-skeleta Superficial

Cardiac Adult

C. di.c Pediatri

Cric Intavascular (Cardiac)

ITrans.esoplh.(C.rdiac)

IVascula O'1ther (apociry)...

N=sew itidicatioti; P~pmviously cleared by FDA; Ea.ddcd uisde Appendix F

Additional conn sCotnbistdmndes BA-M. PW+B, Color,+ B, Power + B. PW +Color+ B. Power + P
5
W +B.

'topesiveinldes abomna ,.Ioraic, sod van.u.ar etc

* *Stot ogam -beat, thyroid, testes, etc

* *Stoat I gorms-besas, tliytoid, wtenss, etc.

Note I: Tiacue HNannoisi I ingitg. TIme~ [eair d~oes totus cotrst agens.

Note 2: SmsrsJD

Note A(ea-io 3D)

Note 4: iScape

Note5: TDI

Notr6: Color M

Nosc7: Biopsy Guidatice

Prescription USE (Per 21 CFR 801.109)

(Ois~on SignOf
Dtosion of Raclio4Ia e'e

Office of in Vitro Diagnostic Dvclem Ealao n Safety

51 OK



Mindray Co. Ltd. - M7/M7T Diagnostic Ultrasound System

Ifiagnostic Ultrastouind IradientlilTIS fot Use F01-11

System: lxi 7/~~~~MN 71 Diagnosic UlI is soud Systetit

Transducer: ~~~~~~VI -413s

oIntndd Use Diagnostic siIdnound~ imaging or fluid flow unalysis of the I ut atbdy asfollows:

Clinica Applicatio Mode of-Operation

SpecificB M PWD CWD Colo, Amplitude Cobmbind thes (specify)
(Track I wak I & 3) Dopplet Doppict (specify)

Ophthailmic lOphhlmic

Feta N N N N N N Not 1,2,4.6,7

Abdoituitta

Itutnaperatie (apocifr)-

I nrao.perativ (Neuro)

Pediatri

Feta Neonatl Cepltali

&Ohr Adult Ceptilic

Ttaitn-nectai ~~~N N N N N N Note I. 2,4.6,7

Trans-vaginal ~~N N. N N N N Not 1. 2. 4.6.7

Mrn .. ott(o. Cardm.,

Cardiac Adult

Cardiac Pediatni

Coodiac Itavsua (Cardia)

Trans-esoph.(Cardia)

Peripherl Peihra asua

Vascular O0ther (npecify)~

N=tew indication; P=Prviously ceared by FDA: Ea.dded under Appendix E

Additional connentCrotbinedmo~des: BfM. PW+B, Color + B, Powen + B, PW +Colot-+ B, Power + PW +B,

-ItntrOperative inldes abdoostial, nthoraic, and vaclretc.

* Stnalt otgan-bzcast thyroid, te~stes.ec

*
5
Sr.talorabrat thyroid, teete, et.,

Note I: Tisse H~atsonic Itetgi,,g. The feature does not ste cotrlast agents.

Note 2: Smart3D

Note 3AD(RaIM-fitse 3D)

Note4: iScape

Notet: TDI

Note6: Color M

NloTe7 Biopsy Guidance

Prescription USE (Per 21 CFR 801.109)

Office of InVtoDansi1ec vlain dSft



Mindray Co. Ltd. - M7/M7T Diagnostic Ultrasound System

Diagnostic UIt rasounrd Indlications for- Use Formi

System: M7/M7T Diagnostic Ultrasound System

Transducer: 71-4s

Intended Use: liagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Clr ApiueCmie
(Track Seii M PD D Clo Apitd Cobnd Other(sipecify)
Only) (Ifrack I & 3)Dope Dplr (sciy

Ophthalmic Ophthalmic

Fetal

Abdominal P P p' P P P Note 1,2, 4,6,7
Intraoperative (specii')-

Intraoperative (Neuro)

Laparoscopi c

Pediatric -p p p p p p Note 1,2, 4,6,7
Petal Small organ(spccify)'- p p p p P P Note 1,2, 4,67
Imaging Neonatal Cephalic p p p P P p Note 1,2, 4,6,7
& Other Adult Cephalic

Trans-reclal
Trans-vaginal
Trans-urethral
Trans-esoiph.f(ron-Cardl.)
Musculo-skeletal Conventional P1 P P p p p Note 1,2, 4,6,7
Musculo-skeletal Superficial P, P, P P P, P Note 1,2, 4,6,7
Intravascular
Cardiac Adult
Cardiac Pediatric

Cardiac fIntravascular (Cardiac)
Trans-csoph.(Cardiac)
Intra-Cardiac,

Peripheral Peripheral Vascular p p P P P p Noe12467
Vascular Other (specify)**-

N~new indication; P-previously cleared by FDA; EWadded under Appendix E
Additional comments:Combined mnodes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Pcower + PW +B.

fintraoperative includes abdominal, thoracic, and vascular etc.

--Small organ-breast, thyroid, testes, etc.

Note I: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3fl

Note 3:4D(Real-time 3D)

Note 4: iScape

Notes: TDI

Note6: Color M

Nout7: Biopsy Guidance

Prescription USE (Per 21 CFR 801.109)

Divisionaof Radbioogki evcelS
Office oflIn Vitro DiagnosticOnice Evaluation andcfe

5 ___K_0 ____0



Mindx-ay Co. Ltdi M7/M7T Diagnostic Ultrasound System

Dia gnostic Ulltrasounid I ndientions for Use Form

System M/M 71 Diagno.stic Ulvraround System

Transducer L '5-6s

Intended Use: Diagnostic ultrsound imgn rfluid flw nlyi of the human body as fiollows

Clinical Applicaton Mode of Operatio

(TakI pcfcB M PWD CWD CoorAppltud Combined ~ ,(sccfy
Only) (Track I & 3) DoplrDppeseif) Ohr seiy

Oph-thalmic Ophthalm~ic

Fitel

Abd.ominal

nriopersiv (pecfy

ntooperstiv (euo

Lapao.copic

Pediatri N N N N N N Note 1,2, 4,6,7

Smlorgas.peif) N N N N N N Note 1,2, 46,7
Festa
I~magn Neonactal Cephalic N N N N N N Note 1,2, 46,7
& Other

Adult Cephalic

Tran s rectal

Trant- agin1

Tras.r.is

Trano-esoph. (non-Cad)

Mscido-Skea Conentona N N N N N N Note 1,2, 4,6,7

Msacslo-tkleealSupericial N N N N N N Note 1,24,46,7

JCardiac AduLi

Card. iaoc~l Pediaric~
Cadac Itrava-scula (Cardiac)

Inrtra-CardiacIi

Peripheral Peripheral Vascular N N N N N N Nle12 4,6,7
Vascula Oilier (specifya.. I F I"

Nlne indicaio; P-previosly cleare~d by FDA; E~added under Appendix
AdditionalI com sCrombined modes: B+M, PW+B, Color I B. Power + B, PW -Color-i B, PoerI PW 4B

Hntra.opertiv incldes abdomina, thoracie, an vsuartc.

"Small orga-breast, thyroid, teaste, etc

Note I: Tiise Hamoi Imagin. Mls feature does not saconrat agens.

Note2: Smnat3

Note 3:4D)(eatim 3D)

Note4: iScap

NoleS: TDI

Note6 Color M

Not7: Biopsy Guidance

Prescription USE (Per 2l CFR 801.109)

OfieOf In Vitro Diagnosi evc vaNaft

510K AIO o



Mindray Co. Ltd. - M7/M7 Diagnostic Ultrasound System

IDiagnostic UItralsoundl( Indications for Use Forin

System: M7/M7lp Diagnostic Ultrasound System

Transducer: P4-2s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode otlOperation

General P oo rpi~CCmie(rakI Specific lWCoor AipCiudWomind Other (specify)
Onl~y) (Track I & 3) D Doppler Doppler (specify')

Ophthalmic Ophthalmic

Petal

Abdominal N N N NI N N N Note 1, 2,5,6,7

lntraoperative (specify)*

fintraoperative (NeurTo)

Laparoscopic

Pediatric N N N N N N N Note 1, 2,5,6,7

Small organ(specify)-
Fetal Neonatal Cephalic N N N N N N N Note 1, 2,5,6,7
Imaging __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

& Other Adult Cephalic N N N N N N N Note 1, 2,5,6,7
Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Suf~erficial

Intravascular

Cardiac Adult N N N N N N N Note 1, 2,5,6,7

Cardiac Pediatric N N N N N N N Note 1, 2,5,6,7

Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-Cardiac

Peripheral Peripheral Vascular
IVascular O0ther (specify)..

N~new indication; P~previously cleared by FDA; E-added under Appendix E
Additionalceomments:Combined modes: B+M, PW+B, Color +B, Power +B, PW -tColor+ B,Power +PW+B.

*lntraoperative includes abdominal, thoracic, and vascularetc

**Small organ-breast, thyroid, testes, etc.

Note I: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3f

Note 3:4D(Real-time 3D)

Note 4: iScape

Notes: TDI

Note6: Color M
Note7: Biopsy Guidance

Prescription USE (Per 21 CFR 801.109)

Division of Radiological Devies

Office of In Vitro Diagnostic Device Evaluation 9dSft

510K )$Ic 'cxso



Mindray Co. Ltd. - AMY/7 Diagnostic Ultrasound Systemn

IDiagnostic Ultrasound Indications for Use Formn

System: NM7/M7T Diagnostic Ultrasound System

Transducer: P7-3s

Intended Use: Diagnostic ultrasound imaging or tluid flow analysis ofthe human body as follows:

Clinical Application Mode of Operation

General Seii
(i'rack I Seii B M PW CW Color Amplitude Combined terpcfy

Ol) (Track I & 3) D Doppler Doppler (specify) Ote(sciy

Ophtlhalmic Ophthalmic

Fetal

Abdonminal N N N N N N N Note 1, 2,5,6

lintraoperative (speeify)-

lntraoperative (Neu~ro)

Laparoscopic

Pediatric N N N N N N N Note i, 2,5,6

Small organi(specify)*-

Itagin Neonatal Cephalic N N N N N N N Note 1, 2,5,6
& Other Adult Cephalic N N N N N N N Note 1, 2,5,6

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal Conventional N N N N - N N N Note 1,2,5,6

Musculo-skeletsl Superficial

I ntravasculIar

Cardiac Adult N N N N N N N Note I, 2,5,6

Cardiac Pediatric N N N N N N N Note I, 2,5,6

Cardiac Intravascular (Cardiac)

Trans-esoph.(Card iac)

Intra-Cardiac

Peripheral Peripheral Vascular
Vascular O0ther (specify)...

N~new indication; P-previously cleared by FDA; E=added under Appendix E
Additioinal comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

lIntraoperative includes abdominal, thoracic, and vascular etc.

--Small organ-breast, thyroid, testes, etc.

Note I: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Snrart3D

Note 3:4D(lReal-tirne 3D)

Note 4: iScape

NoteS: TDt

Note6: Color M

Note?: Biopsy Guidance

Prescription USE (Per 21 CFR 801IO109,

Division of Radiologica Devic$
Office of In Vitro Diagnostic Devircv E M ion and Satiety8

510K )A[ oCer~o



Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasouind Systemn

Diagnostic Ultrasound Indications for Use Formn

System: M7/M7T Diagnostic Ultrasound System

Transducer: 4Cli4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofihe human body as billows:

Clinical Application Mode of Operation

General Specific B M PW CW Color Amplitude Combined Ote(sciy
(irack, I Only) (Track I & 3) BD DWo ppe ope seiy

Ophthalmic Ophthalmic

Fetal N N N N N N Notel1,2, 3, 4,6

Abdominal N N N N N N Notel,2, 3,4,6

Intraoperative (specify)-

Intraopcrative (Neu~ro)

Laparo scopic

Pediatric N N N N N N Note 1,2, 3, 4,6

Small organ(specify)--

Fetal Neonatal Cephalic
Imaging Adult Cephalic
& Other - __

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-eso ph.(n on-Card.)

MUoSCulo-skelIetal
Conventional

Musculo-skeletal Superficial

fintravascular

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph .(Cardiac)

Intra-Cardiac,

,Peripheral Peripheral Vascular
Vascular iOther (specify)**-

N~new indication; P-previously cleared by FDA; E=added under Appendix E

Additional comments:Combined modes: B+M, PW±B, Color +B. Power +B, PW +Color+ B, Power +PW +B.
lIntraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

Note I: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:40(Real-timne 3D)

Note 4. iScape

Note 5 TDI

Note6: Color M

Note7: Biopsy Guidance

Prescription USE (Per 21 CFR 8119

Divsion of Radioiogicai Devics -Oftie of In Wm~ Dliagnstic Device Evaluationwy'ae

510K )keo33


